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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1)D Responsive to communication(s) filed on . 

2a)^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) IS is/are pending in the application. 

4a) Of the above claim (s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 1^6 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121 (d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Response to Arguments 

Obvious type- Double Patentinq(DP) Rejection 

Acknowledgement is made of terminal disclaimer(TD) to obviate DP rejection 
filed 6/27/05. The DP rejection has been withdrawn hereinafter. 

102 or 103 Rejection 

Applicant's arguments have been fully considered but they are not persuasive. 
Applicant's arguments do not comply with 37 CFR 1 .1 1 1(c) because they do not clearly 
point out the patentable novelty which he or she thinks the claims present in view of the 
state of the art disclosed by the references cited or the objections made. Further, they 
do not show how the amendments avoid such references or objections, 
a. US6444195(COLE) 

Applicant argues that US'195 fails to teach or suggest a topical composition 
comprising a combination of three active agents, alkanolamine, lipoic acid and tyrosine. 
Applicant also allegedly states that US'195 is directed to a sunscreen containing 
dibenzoylmethane derivative and di/polyester of naphthalene dicarboxylic acid to 
increase the photo-instabilty of dibenzoylmethane where alkanolamine, lipoic acid and 
tyrosine are included as adjunct agents. Applicant conclude that Cole's teaching is 
irrelevant to the instant claims. 



Examiner disagrees. 
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The examiner agrees that Cole(US'195) teaches a sunscreen containing 
dibenzoylmethane derivative and di/polyester of naphthalene dicarboxylic acid to 
increase the photo-instabilty of dibenzoylmethane. Cole also teaches that the 
patented invention is incorporated into cosmetic or pharmaceutical product to 
enhance the efficacy of the cosmetic or pharmaceutical product which has active 
agents to treat certain skin conditions. © 
However, Cole's patent teaches a therapeutically effective composition for 
treating acne or other skin conditions comprising a mixture of alkanolamine, 
lipoic acid and tyrosine and a sunscreen components comprising 
dibenzoylmethane derivative and di/polyester of naphthalene dicarboxylic acid . 
Thus, Cole clearly teaches a topical composition comprising an effective amount 
of a mixture of alkanolamine, lipoic acid and tyrosine (0.001-20%), see claims. 

Applicant's argument is not persuasive because instant claims are broadly 
draft where the teaching of the cited reference(US'195) embraces the scope of 
the claimed subject matter. Again, the claims are drawn to a composition 
comprising a mixture of alkanolamine, lipoic acid and tyrosine. Since 
US'195 teaches or suggests that the skin conditions(i.e acne) is effectively 
treated by a composition comprising an therapeutically effective amount of a 
mixture of alkanolamine, lipoic acid and tyrosine(0.001-20%), all the claimed 
subject matter is essentially met. Although applicant's argument is particularly 
emphasizing the inventive concept of US'195 patent, it is not so critical because 
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instant claims are not particularly drawn to a method of treating acne using only 
active agent consisting of a mixture of alkanolamine, lipoic acid and tyrosine. 

It is noted that, the claims must be given their broadest reasonable 
interpretation. Therefore, the interpretation of claims (i.e. a composition 
comprising alkanolamine, lipoic acid and tyrosine for treating acne) should be 
made based on the full definition wherein the claimed subject matter is clearly 
taught or suggested by US'195 patent. 

For the same reason, applicant's argument (i.e. Watson(US6482446) or 
Shapiro(US6372791 ) fails to teach or suggest the claimed subject matter) is not 
persuasive. Watson or Shapiro teaches or suggests the claimed invention where the 
composition of patent comprising alkanolamine, lipoic acid and tyrosine for treating skin 
conditions(e.g.. acne). Thus, the teaching of the cited reference renders claimed 
invention not obvious or not patentably distinct. 

Applicant's arguments fail to comply with 37 CFR 1.11 1(b) because they amount 
to a general allegation that the claims define a patentable invention without specifically 
pointing out how the language of the claims patentably distinguishes them from the 
references. 
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Claim Rejections - 35 USC § 102/103 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

2. Claims 1-6 are rejected under 35 U.S.C. 102(e) as being anticipated by, or 
alternatively obvious over Cole (US6444195) , Watson (US6482446) or Shapiro(US 
6372791), alone. 

The claims are drawn to a topical composition comprising an alkanolamine(e.g. 
dimethylaminoethanol, in an amount about 0.1-10%), tyrosine(0.01-6%) and a sulfur- 
containing ingredient (e.g. lipoic acid or glutathione or mixtures thereof, 0.01-10% ). 

Firstly, Cole(US'195, hereinafter) teaches a topical composition used in the 
treatment of various skin disorders such as dermatoses and erythemas, skin cancer, or 
skin aging and so on. US'195 further teaches an active agents beneficially 
incorporated into the patented composition to enhance the therapeutic effectiveness, 
wherein said active agents are comprising alkanolamine(e.g. dimethylaminoethanol), 
lipoic acid, tyrosine, hydroxy! acids(e.g. glycolic acid), ascorbic acid derivatives and said 
active agents are present in an amount about 0.001-20%, or mixture thereof, see col. 4, 
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lines 66-67 and col. 5, lines 14-34 and claims 17. Thus, all the critical elements required 
by the instant claims are well taught and the claims are anticipated by the cited 
refernece. 

Secondly, Shapiro et al(US'791) and Watson(US446) also teach very similar 
topical composition comprising all the ingredients required by the instant claims as well. 

For example, US791 teaches a topical composition comprising an 
alkanolamine(e.g. dimethylaminoethanol), lipoic acid, tyrosine, hydroxyl acids(e.g. 
glycolic acid), ascorbic acid derivatives and said active agents are present in an amount 
about 0.001-20%, or mixture thereof, see col. 4, lines 20-43. 

US'446 also teaches a topical composition comprising alkanolamine(e.g. 
dimethylaminoethanol), lipoic acid, tyrosine, hydroxyl acids(e.g. glycolic acid), ascorbic 
acid derivatives and said active agents are present in an amount about 0.001-20%, or 
mixture thereof, see col. 3, lines 1-22. 

Even if the claimed composition may not be included in the examples, and the 
weight amounts for these ingredients are not individually taught, it would have been 
readily apparent to any skilled artisan how to make the composition comprising such 
ingredients with titrating effective dosage for each active agent to maximize the 
therapeutic effectiveness within the given teaching(0.001 -20%). 

Thus, the claims are not patentably distinct over the prior art of the record. 

It is noted that It is noted that the recitation(i.e. acne) has not been given 
patentable weight because the recitation occurs in the preamble. A preamble is 
generally not accorded any patentable weight where it merely recites the purpose of a 
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process or the intended use of a structure, and where the body of the claim does not 
depend on the preamble for completeness but, instead, the process steps or structural 
limitations are able to stand alone. See In re Hirao, 535 F.2d 67, 190 USPQ 15 (CCPA 
1976) and Kropa v. Robie, 187 F.2d 150, 152, 88 USPQ 478, 481 (CCPA 1951). 
3. Claims 1-6 are rejected under 35 U.S.C. 102(e) as being anticipated by, or 
alternatively obvious over Perricone (US 6319942 or US6500857). 

Because the claimed invention(US"942 or US'857) utilizes the composition 
comprising alknolamine derivatives(1-10%) such as esters of diethylaminoethanol, 
tyrosine(2-5%), lipoic acid(0.25-5%) , hydroxyl acid(e.g. glycolic acid, 3-7%), ascorbic 
acid derivatives(1-7%), and the instant claims also relates to a topical composition 
requires all the said ingredients(as active agents) taught by both patents , see abstract 
of US'942 and claims of US'857. 

Thus, the scope of claimed invention of instant claims are encompassed by and 
thus, are not patentably distinct over the prior art of the record. 



Conclusion 

1 . No claim is allowed. All the pending claims 1-6 are properly maintained in the 
rejection above. 

2. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

3. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Vickie Kim whose telephone number is 571-272-0579. 
The examiner can normally be reached on Tuesday-Friday. 
If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman Page be reached on 571-272-0602.. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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